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Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 46 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. There is no original support for the preclusion of a 
linker molecule as now claimed when the polypeptide growth factor is covalently bonded 
to the surface. In fact, the claim language even states that the crosslinking agent 
functions "to link the crosslinking agent directly with the polypeptide growth factor and 
the substrate"; see lines 3-6. Furthermore, the claimed invention does not appear to be 
enabled since a linker molecule is necessary for the invention to work as disclosed 
since the covalent attachment of crosslinking agent to the tissue requires attachment to 
some molecule of the tissue. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 46 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 

for failing to particularly point out and distinctly claim the subject matter which applicant 

regards as the invention. Regarding claim 46, preclusion of a linker molecule, is 

confusing and renders the claim language indefinite in that a molecule on the tissue 
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must link to the crosslinking agent to bond it thereto. Furthermore, the crosslinking 
molecule is used as or acts as a linker molecule so the preclusion of it is confusing. In 
this way, the claim language is internally inconsistent in that it both precludes "a linker 
molecule" and yet later states that the crosslinking agent functions "to link the 
crosslinking agent directly with the polypeptide growth factor and the substrate"; see 
lines 3-6. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046. 29 USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3,73(b). 

Claims 1, 8, 10, 13, 15, 34, 35, and 38-40 are provisionally rejected under the 
judicially created doctrine of obviousness-type double patenting as being unpatentable 
overclaims 1, 2, 9, 14, and 21 of copending Application No. 09/014,087. The present 
claims are obvious over the copending claims because the same embodiment is set 
forth herein such that the claims set read on each other and are clearly obvious in view 
of each other. 



This is a provisional obviousness-type double patenting rejection. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent In the United 
States. 

Claims 1. 3, 4, 8, 9, 15, and 45-46 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Cahalan et al (US 5,308,641). Cahalan anticipates the claim language 
where the natural tissue as claimed is the human or animal tissue of Cahalan, and the 
crosslinking agents as claimed are the combination of the crosslinking agent of 
dialdehydes and the polyalkylimine of Cahalan (see column 6, lines 8-51 where the 
polyalkylimine and crosslinking agent are used together to link the biomolecule to the 
solid surface; the solid surface can be a natural tissue). In other words, the molecules 
of an aldehyde and polyalkylimine are joined to form a crosslinking agent that attaches 
polypeptide growth factor to the substrate; see especially column 4, lines 20-62, the 
abstract, and column 6, lines 8-51 . Cahalan discloses that one purpose of the surface 
treatment is to "promote the attachment and growth of a normal cell layer"; see column 
1 , lines 33-43. For this reason, it stimulates the "association of viable cells with the 
substrate" as claimed. 

With regard to claim 8, the xenograft tissue as claimed is clearly implied by the 
animal tissue disclosed by Cahalan such that this claim language is considered fully met 
thereby; see column 4, lines 32-33. 
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Regarding claim 15, Applicants are directed to column 4, lines 36-43 where some 
of the same biomedical devices are disclosed as substrates. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cahalan 
et al (US 5,308,641) in view of Goldstein (US 5,613,982). Cahalan discloses medical 
devices/implants where the crosslinking agent glutaraldehyde attaches the growth factor 
biomolecule and to the substrate-spacer. Cahalan's solid surface can be made of 
human or animal tissues (see column 4, lines 32-33), but Cahalan lacks the types of 
tissues claimed. 

However, Goldstein teaches that it was known to make similar medical 
devices/implants out or heart valves, pericardial tissue and the like; see especially 
column 3, lines 14-24. 

Therefore, it is the Examiner's position that it would have been obvious to use 
heart valve or pericardial tissue for Cahalan's solid surface in order to reduce the risk of 
disease transmission and cost over using human tissue. Furthermore, it would have 
been obvious to use these tissues for the same reasons that Goldstein desires the 
same. 
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Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cahalan 
et al in view of Bayne et al (EP 0476983). 

With regard to claim 13, Cahalan fails to disclose the use of VEGF as claimed 
even though it discloses utilizing many other growth factors therewith. Bayne teaches 
that it was known to use VEGF as the growth factor in a similar fashion within the same 
art; see the see page 8, lines 14-26. 

Therefore, it is the Examiner's position that it would have been obvious to an 
ordinary artisan to use VEGF as the growth factor of Cahalan so that the implant could 
be successfully implanted in vascular regions of the body. 

Allowable Subject Matter 

Claims 28, 29, 33, and 41-44 are allowed over the prior art of record. 

Claims 14, 36, and 37 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Response to Arguments 

Applicant's arguments with respect to the claims have been considered but are 
not considered persuasive. 

In response to the argument traversing the Section 112 rejections of claim 46 
that the preclusion is acceptable because of different embodiments, the Examiner 
asserts that the crosslinking agent of the present invention is a type of linker molecule 
because it functions to link the biomolecule to the surface. The claim even states this; 
see lines 3 to 6 of claim 46. For this reason, preclusion of a linker molecule when 
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covalent bonds are formed does not have original support. Furthermore, the claim is 
indefinite because it is internally inconsistent. It is noted that the Applicant refers to the 
specification on pages 14 to 15 for the contention that separate embodiments are 
disclosed. However, the disclosed embodiments do not include covalent bonding of the 
growth factor to natural tissue because the tissue therein is already crosslinked and 
does not state that a covalent bond is formed; see page 14, line 3 to page 15, line 6 and 
see MPEP 2173.05 (i), second paragraph thereof that is incorporated herein by 
reference. 

In response to the traversal of the Cahalan rejections that the Examiner has 
taken a impermissibly broad interpretation thereof, the Examiner respectfully disagrees 
and asserts that since the two molecules of polyalkylimine and aldehyde are used 
together to surface bond the biomolecule, it is permissible to call the molecules together 
crosslinking agents. This is due to the fact that these molecules function to crosslink 
the surface and attach the biomolecule so they together function as a crosslinking 
agent. For this reason, the Examiner has merely given the claim language it broadest 
reasonable interpretation. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 

shortened statutory period will expire on the date the advisory action is mailed, and any 

extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 

the advisory action. In no event, however, will the statutory period for reply expire later 

than SIX MONTHS from the mailing date of this final action. 

Applicant should specifically point out the support for any amendments made to 
the disclosure, including the claims (MPEP 714.02 and 2163.06). Due to the procedure 
outlined in MPEP 2163.06 for interpreting claims, it is noted that other art may be 
applicable under 35 USC 102 of 35 USC 103(a) once the aforementioned issue(s) is/are 
addressed. 

Applicant is respectfully requested to provide a list of all copending applications that 
set forth similar subject matter to the present claims. A copy of such copending 
claims is respectfully requested in response to this Office action if the application is 
not stored in image format (i.e. the IFW system) or published. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Examiner Paul B. Prebilic whose telephone number is 
(571) 272-4758. He can normally be reached on 6:30-5:00 M-Th. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on 571-272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Paul Prebilic 
Primary Examiner 
Art Unit 3738 



